§172.755

§172.755 Stearyl monoglyceridyl cit-
rate.

The food additive stearyl
monoglyceridyl citrate may be safely
used in food in accordance with the fol-
lowing provisions:

(a) The additive is prepared by con-
trolled chemical reaction of the fol-
lowing:

Reactant Limitations
Citric acid ......ccoceeveirnnnne
Monoglycerides of fatty | Prepared by the glycerolysis of ed-

ible fats and oils or derived from
fatty acids conforming with
§172.860.

Derived from fatty acids con-
forming with §172.860, or de-
rived synthetically in conformity
with §172.864.

acids.

Stearyl alcohol

(b) The additive stearyl
monoglyceridyl citrate, produced as
described under paragraph (a) of this
section, meets the following specifica-
tions:

Acid number 40 to 52.
Total citric acid 15 to 18 percent.
Saponification number 215-255.

(¢c) The additive is used or intended
for use as an emulsion stabilizer in or
with shortenings containing emulsi-
fiers.

§172.765 Succistearin (stearoyl pro-
pylene glycol hydrogen succinate).

The food additive succistearin (ste-
aroyl propylene glycol hydrogen succi-
nate) may be safely used in food in ac-
cordance with the following prescribed
conditions:

(a) The additive is the reaction prod-
uct of succinic anhydride, fully hydro-
genated vegetable o0il (predominantly
Ci6 or Cig fatty acid chain length), and
propylene glycol.

(b) The additive meets the following
specifications:

Acid number 50-150.
Hydroxyl number 15-50.
Succinated ester content 45-75 percent.

(c) The additive is used or intended
for use as an emulsifier in or with
shortenings and edible oils intended for
use in cakes, cake mixes, fillings,
icings, pastries, and toppings, in ac-
cordance with good manufacturing
practice.
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§172.770 Ethylene oxide polymer.

The polymer of ethylene oxide may
be safely used as a foam stabilizer in
fermented malt beverages in accord-
ance with the following conditions.

(a) It is the polymer of ethylene
oxide having a minimum viscosity of
1,600 centipoises in a 1 percent aqueous
solution at 25 °C.

(b) It is used at a level not to exceed
300 parts per million by weight of the
fermented malt beverage.

(c) The label of the additive bears di-
rections for use to insure compliance
with paragraph (b) of this section.
§172.775 Methacrylic acid-
divinylbenzene copolymer.

Methacrylic acid-divinylbenzene co-
polymer may be safely used in food in
accordance with the following pre-
scribed conditions:

(a) The additive is produced by the
polymerization of methacrylic acid and
divinylbenzene. The divinylbenzene
functions as a cross-linking agent and
constitutes a minimum of 4 percent of
the polymer.

(b) Aqueous extractives from the ad-
ditive do not exceed 2 percent (dry
basis) after 24 hours at 25 °C.

(c) The additive is used as a carrier of
vitamin Bz in foods for special dietary
use.

Subpart I—Multipurpose Additives

§172.800 Acesulfame potassium.

Acesulfame potassium (CAS Reg. No.
55589-62-3), also known as acesulfame
K, may be safely used as a sweetening
agent in food in accordance with the
following prescribed conditions:

(a) Acesulfame potassium is the po-
tassium salt of 6-methyl-1,2,3-
oxathiazine-4(3H)-one-2,2-dioxide.

(b) The additive meets the following
specifications:

(1) Purity is not less than 99 percent
on a dry basis. The purity shall be de-
termined by a method titled
‘““Acesulfame Potassium Assay,” which
is incorporated by reference. Copies are
available from the Center for Food
Safety and Applied Nutrition (HFS-
200), Food and Drug Administration,
200 C St. SW., Washington, DC 20204, or
available for inspection at the Office of



Food and Drug Administration, HHS

the FEDERAL REGISTER, 800 North Cap-
itol Street, NW., suite 700, Washington,
DC 20408.

(2) Fluoride content is not more than
30 parts per million, as determined by
method III of the Fluoride Limit Test
of the Food Chemicals Codex, 3d Ed.
(1981), p. 511, which is incorporated by
reference. Copies are available from
the National Academy Press, 2101 Con-
stitution Ave. NW., Washington, DC
20418, or available for inspection at the
Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC 20408.

(c) The additive may be used in the
following foods when standards of iden-
tity established under section 401 of
the Federal Food, Drug, and Cosmetic
Act do not preclude such use:

(1) Sugar substitute, including granu-
lated, powdered, liquid, and tablet
form.

(2) [Reserved]

(3) Chewing gum.

(4) Dry bases for beverages, instant
coffee, and instant tea.

(5) Dry bases for gelatins, puddings,
and pudding desserts.

(6) Dry bases for
analogs.

(7) Confections, hard candy, and soft
candy.

(8) Baked goods and baking mixes, in-
cluding frostings, icings, toppings, and
fillings for baked goods.

(9) Yogurt and yogurt-type products.

(10) Frozen and refrigerated desserts.

(11) Sweet sauces, toppings, and syr-
ups.

(12) Alcoholic beverages.

(13) Nonalcoholic beverages, includ-
ing beverage bases.

(d) If the food containing the additive
is represented to be for special dietary
uses, it shall be labeled in compliance
with part 105 of this chapter.

(e) The additive shall be used in ac-
cordance with current good manufac-
turing practice in an amount not to ex-
ceed that reasonably required to ac-
complish the intended effect.

dairy product

[63 FR 28382, July 28, 1988, as amended at 57
FR 57961, Dec. 8, 1992; 59 FR 61540, 61543, 61545,
Dec. 1, 1994; 60 FR 21702, May 3, 1995; 63 FR
36362, July 6, 1998]
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§172.804

§172.802 Acetone peroxides.

The food additive acetone peroxides
may be safely used in flour, and in
bread and rolls where standards of
identity do not preclude its use, in ac-
cordance with the following prescribed
conditions:

(a) The additive is a mixture of
monomeric and linear dimeric acetone
peroxide, with minor proportions of
higher polymers, manufactured by re-
action of hydrogen peroxide and ace-
tone.

(b) The additive may be mixed with
an edible carrier to give a concentra-
tion of: (1) 3 grams to 10 grams of hy-
drogen peroxide equivalent per 100
grams of the additive, plus carrier, for
use in flour maturing and bleaching; or
(2) approximately 0.75 gram of hydro-
gen peroxide equivalent per 100 grams
of the additive, plus carrier, for use in
dough conditioning.

(c) It is used or intended for use: (1)
In maturing and bleaching of flour in a
quantity not more than sufficient for
such effect; and (2) as a dough-condi-
tioning agent in bread and roll produc-
tion at not to exceed the quantity of
hydrogen peroxide equivalent nec-
essary for the artificial maturing ef-
fect.

(d) To insure safe use of the additive,
the label of the food additive container
and any intermediate premix thereof
shall bear, in addition to the other in-
formation required by the act:

(1) The name of the additive, ‘‘ace-
tone peroxides’.

(2) The concentration of the additive
expressed in hydrogen peroxide equiva-
lents per 100 grams.

(3) Adequate use directions to provide
a final product that complies with the
limitations prescribed in paragraph (c)
of this section.

§172.804 Aspartame.

The food additive aspartame may be
safely used in food in accordance with
good manufacturing practice as a
sweetening agent and a flavor enhancer
in foods for which standards of identity
established under section 401 of the act
do not preclude such use under the fol-
lowing conditions:

(a) Aspartame is the chemical 1-
methyl N-L-a-aspartyl-L-phenylalanine
(C14H18N205).



